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This page is part of the xShare Project Yellow Button Implementation Guide (v0.1.0: Release 1) based on FHIR (HL7® FHIR® Standard) R4 (4. This is the current
published version. For a full list of available versions, see the Directory of published versions

Home
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Official URL: http://h17.eu/fhir/ig/xshare-yb/ImplementationGuide/h17.eu.fhir.xshare-yb Version: 0.1.0

Active as of 2025-04-14

Computable Name: XshareYbIg

- . - - Co-i*unded by

This specification is subject to continuous maintenance. Chmteai= <
the European Union

Revisions and extensions may be introduced over time, including updates to the business ERscons

scenarios and to the reference technical specification. « Purpose

Readers should be aware that changes may occur and are encouraged to stay * Get Started

informed about the latest developments. Understand this Guide




Recipients of the experimental

xShare Industry Label 2025

@Share
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Visit the xShare Dashboard here:

Experimental EEHRxF conformance - 2025
—

xShare Industry Label - SILVER

Total Recipients
This is to certify that

Countries
has received the xShare Industry Label, at Silver level, for the following xShare Yellow Button functions and priority health data categories,
after successfully tested in the IHE Plugathon 2025 EHDS -Patient - Track 1: The xShare Yellow Button and the xShare Industry Label.
Recipient Organization Type
> xShare Yellow Button functions supported for Patient Summaries:
. %)
N4
(Doowniead | &3]  (Jupload P4 (D one-time share @
. 12
> xShare Yellow Button functions supported for Laboratory Results:

2. %]
N
O Download 6:) D Upload [ &2 D One-time share [V)

> Early adopter testing for Priority Data Categories:

D Hospital Discharge Report

D Medication Prescription and Dispense D Imaging Study Report
Vienna - Austria, 27 June 2025
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31%

Mie Hjorth Matthiesen, MedCom

i@
&

Digital health company
Supporting evidence
Testing report
Accessibity report
xShare Administrative Coordinator

Member state age

Regional authority 15%

Hospital network 8%
Academic institution 8%
Co-funded by
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Vision:Everyone can effortlessly share their health data Sh
in the European EHRXF with justliak-of-a-button. \ , Share of I LEHWQLE
EON)
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% Key Points

1. xShare Button & Labekerfriendly feature across health portals and apps. B

2. Data Portability:Empowering people to exercise GDPR rights, in trust & flow.

3. European Electronic Health Records Exchange Format (EEHRXF) |Fgstets citizen O
(and patient) engagement, driving research and innovation in the EHDS. C \

4. Digital Compass 203&U's vision for a humarentred, sustainable digital future. EEEE{%%EE%T

& _ The Hub

x| Benefits choﬂj

A Simplifies sharing of trusted health data and fosters citizen science g, e ¥

A Strengthens digital resilience. 2 @@.ﬁ

A Advances global leadership in digital health standards. @ < e




Why Join the open call of Early Adopters of the  xShare button? I \Sh are
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@ Get ready for EHDS, with HL7 FHIR knowledge

3 Implement the Yellow Button
3 Test the Yellow Button online or in Person
3 Receive the xShare Industry Label

U Join EUCROF code of conduct for GDPR
U Get support from HL7 FHIR experts

Q Be recognized for your efforts

(%] Opportunity to be selected for funding

Let's innovate!

Co-funded by
the European Union



What are the next steps? [J_Share

W Once you apply we reach out for an interview
W You start implementation of the selected use cases

U We support you with the adoption kit under development
Specifications

Sample data

Online testing tools

Community - meetups

Helpdesk

. Online videos

(%] Present your solution and be recognized for innovation

Let's innovate!

MW (W W (W MW W
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xShare Open Call

Yoanni Th. Matsakis
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Purpose of the Open Call

Practical implementation of business use cases inspired by the
identified BUCs demonstrating the benefits of a wide dissemination
of the EHDS standards (EEHRXF, IPS+).

Co-funded by
the European Union



Who can apply ?

All affiliated members of EUCROF (therefore service providers for clinical
research or "CRQ"), either alone or in consortium with other stakeholders of
clinical research such as hospital sites involved in clinical research or

networks of hospital sites or other academic players, private players
(pharma, biotechs , medtechs 1 ).

Co-funded by
the European Union
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Eligibility criteria

The candidate CRO must be affiliated with EUCROF and engaged in adhering to
the EUCROF GDPR Code of Conduct for Service Providers in Clinical Research
(EUCROF GDPR Code or Code) and therefore be listed in the public registry

More about the Code : https://eucrof.eu/gdpr  -code -of -conduct/
Public Registry : https://cro.eucrof.eu/eucrof  -code -public -reqistry

The proposed demonstration project must fall within the purpose of the open call: see the
10 business cases detailed in the appendix I. The proposal shall clearly identify to which
business case the proposal refers (see also the foot note)

The proposal should include a convincing plan for evaluating how the implementation of
the EHDS standards will facilitate future scale  -up of the business case.

Note: proposals may also refer to other business cases than the ones listed in the appendix and b
such a case the proposal shall provide evidence that the BUC fully complies with the purpose - the European Union
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What are the benefits ?

3¢

All successful proposals will get a public exposure, in particular at EUCROF26
Conference where we intend to disclose the results of the Open Call.

% All proposals could have a "poster" exposed at EUCROF26 and be presented by

,  means of short videos in LinkedIn

% Exposure through social media and web sites

% The proposals with the best rank will get a financial "support" from EUCROF.

% Industry xShare label will be awarded to the successful proposals

% EHDS readiness for your company

Priority to get the adherence mark to the EUCROF Code of Conduct for Service
Providers in Clinical Research (approved 12 Sept. 2024 by the 27 EU Member
States Data Protection Authorities
- (ilo-fémded byU
the European Union




o¢p (88 [88p

oy

5%

5

Awards and Financing
Platinum Award : 1 (winner)
Gold Award : 2 (winners)
Silver Award : 3 (winners)

Bronze Award  participation to the EUCROF conference with posters and
dedicated follow -up to adhere to the Code

Results will be announced at the EUCROF26 Conference in Amsterdam (1 -3
February 2026), during the evening event

A total budget of 120kEUR is positioned to finance the implementation phase
(post award). A service contract will be signed and the budget allocated
depending on implementation needs and assessment criteria - Co-funded by

the European Union




Business Use Cases (all "eligible")
 Nb | Descripton | Scwpe |

1 Patient pre-screening in clinical trial through a SAREC healthcare professional tool Prescreenin
2 Patient self-nomination as possibly eligible for a trial Prescreenin
3 Protocol feasibility via a repository of IPS+R summaries, e.g. at hospital, regional or national Feasibilit
level

4 :]'Ztri%izdlgla;tllent recruitment via a repository of IPS+R summaries, e.g. at hospital, regional or Prescreenin
S) Clinical Study support i whole scenario (side effect reporting) Study suppo
6 Longitudinal cohort tracking Cohort

7 Clinical Study definition Study suppo
8 Clinical Study follow-ups Study suppo
9 Site feasibility guided by xShare Button Feasibil it

10 eCRF Filling Process-Support for data collection of a Shealyt s ugptpuoc

Co-funded by
the European Union




Examples of potential "Implementations” (1/2)

Patient Matching Portal for Clinical Studies

A commercial platform connects patients with investigational sites, currently
hosting 40,000 registered patients.

A planned feature allows patients to upload IPS+ data for automated study
matching instead of manual questionnaires.

Due to the unavailability of real IPS+ data before project completion, mock
datasets will be used for testing.

While innovative, this work has no immediate societal impact but holds potential
for recognition,

Co-funded by
the European Union



Examples of potential "Implementations” (2/2)

Automating Data Transfer for Patient Registries

A high number of hospitals participate in registries, with physicians requesting
integration between hospital EHRs and eCRFs to reduce double entries.

A standardized framework has been developed to enable automated data transfer
from EHRs to eCRFs.

Initial implementation in 20 hospitals with one registry, ensuring scalability.

In his personal space (ePRO or eConsent), the patient can click the xShare button and
download his IPS+

Future adoption of EEHRXF will further streamline the process.
Co-funded by

Over 1,000,000 eCRFs potentially impacted. - the European Union




How to apply

1. Complete the application form
Express your interest in participating by filling in _this form.

2. Prepare your outline proposal
Review the present guidelines and ensure your project aligns with the objectives.

3. Submit your application before December 15 ™, 2025

Send the outline proposal at xshare@eucrof.eu

For any help and support contact us at info@eucrof.eu - Co-funded by

the European Union



https://docs.google.com/forms/d/e/1FAIpQLSd1E5CI-zCUzVGv7kB5zx0ahnq8D0JxX3V_YKnmmmsvA4C29A/viewform?usp=header

1\
2 |Share

B8 EHR Xchange Format

Open Calls - Assessment Framework
Christophe Maes
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Assessment and evaluation framework @S hare
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Application process

>

<2

Eligibility criteria
Core Impact and Feasibility Criteria

38p|e

1. Business Use Case Correspondence
2. Patient Impact Potential
3. Healthcare -Professional Efficiency Gains
4., xSharedsé f E€ERa <kaaRAdz pkljEFfkiAAaT azRA aki€zae
5. Solution Quality Management & Maturity

6. Replication Power across Europe

7. EHDS & EEHRXF Awareness and Adoption

8. EUCROF Code & Data -Protection Compliance

9. Built-In Lessons Learned Process

10. Effectiveness of Business Case Implementation

(%] Usability and accessibility evaluation Criteria

Co-funded by
the European Union
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Assessment committee and decision -making  [%/Share
procedure
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B EHR Xchange Format

2] committee

xShare Scientific Leader: Catherine Chronaki

Representative of MedCom : Janne Rasmussen

Representative of xShare WP5 and COSUP vice -chair: Christophe Maes
Representative of the Pharmaceutical/Biotechnology Sector: Nadir
Ammour

Representative of Investors: TBD

Representative of the Scientific Committee of EUCROF26: TBD

R
(] Observer

K]

EUCROF Observer with no assessment and decision
rights: Yoanni Matsakis -

Co-funded by
the European Union
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Assessment committee and decision -making  [(%/Share
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|| Scale&Feasibility Criteria I
p roced u re Business Use Case Comespondence 15%
Patient Impact Potential 10%
. Healthcare-Professional Efficiency Gains 10%
@ E||g|b|eCr|ter|a xShareﬁYeIIow Buttono I mplementation Quality 10%
@ . ey . . Solution Quality Management & Maturity 10%
- Scorlng Scale feaSIbIllty and ImpaCt criteria _ Replication Power Across Europe, Healthcare Facilities, Registries, and Studies 10%
E Weighting Factors EHDS & EEHRxF Awareness and Adoption 5%
[Ell EUCROF Code & Data-Protection Compliance 15%
_ Built-In Lessons Leamed Process 5%
Effectiveness of Business Case Implementation 5%
[
Usability and Accessibility evaluation Criteria 5%
Y .. Total 100 %
(X Decision Thresholds -
Highly Recommended : overall score O 80 percent
Recommended, Subject to Clarifications overall score O 70 percent an

Not Recommended : overall score < 70 percent.
Notwithstanding the foregoing, any proposal scoring below 2/5 on a critical Criterion shall be
automatically disqualified, regardless of its overall percentage.

(W (W (W (W

A

(2] Final decision
Award B EUCROF conference Amsterdam 1 B 3 February 2026 - Co-funded by

P

the European Union
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Assessment and evaluation framework @S hare

B EHR Xchange Format
After being awarded

B Technical Conformity Assessment B third party
3 Home - xShare Project IPS+v0.1.0
3 https://x -bundles.ehr -exchange -format.eu/
Use Case specific DPIA
3 Data flow / Architecture

5

) xShare Label (where applicable)
https://xshare -project.eu/xshare -industry -label/
3 Bronze
3 Silver
3 Gold

@ EUCROF - CoC certificate B COSUP

Co-funded by
the European Union
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B o e o Timeline Open Calls

@ L @ @ @
Dec 15 2025 Jan 15 2025 Feb 1- 32026 April 15 2026 Nov 15 2026
Application Decision Awarding Contract =nd o execution
EUCROF Not|f|.cat|on EUCROF Techn. Assessment Code of Conduct certificate
Website: Nominees Conference
hitps://eucrof.eu/? Amsterdam xShare label Deliverable as defined in contract
s=open-+calls https://conference.eu Implementation BUC

crofeu/
[ ) [ ) ([ ) [ ) [ )

Co-funded by
the European Union
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International Patient Summary Plus (IPS+)

Dipak Kalra
Rebecca Baker

Co-funded by
the European Union



Sharing Data with the xShare Yellow Button and the Patient at the Center
Supporting Primary and Secondary use

.1\.
1%/Share
I EHRA Xchange Format
Healthcare Clinical :
Hospitals Research x
Clinics

Public Health Co-funded by
Ye”OW bUtton the European Union




International Patient Summary (IPS)

Health, healthcare, cross-border care

!

International Patient Summary Plus (IPS+)

Public Health, Clinical Research, etc.

Co-funded by
the European Union
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Clinical Research Obijectives @Share
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Carry out business use case analysis to identify clinical research use cases leveraging real world EHR data.

Carry out gap analysis to determine the extent to which the EEHRXF (mainly the IPS) would be sufficiently
rich to deliver value to these use cases.

Identify modest candidate data set  extensions to the IPS and propose a new HID, the  EHRXF IPS + .
Develop necessary research extensions to IPS + and CDISC, to  resolve gaps as needed .
Test, demonstrate , and validate data availability, quality and utility of IPS + in real world data sets.

Engage patients in accessing and using the IPS + through an open call to EUCROF members

Co-funded by
the European Union




Patient ID
Site ID

Demographics
(DM)

Subject
Characteristics
(SC)

HL7 FHIR IPS

Compared
with
CDISC

for Research
& Public Health

Medication
Summary

Allergies and
Intolerances

[Problem List ”

Required

Concomitant
Medications (CM)

Vital Signs (VS)

Procedures

(PR)

AN

Medical History (MH)

IPS Composition

1 Z

Reproductive
Findings (RP)

(LB, ECG)

A

Research Study
Information
(Plan/Conduct)

Diagnostic Results

Study
Design (SD)

Adverse
Events (AE)

Disposition (DS)

Drug Accountability
(DA)

Exposure (EX)

Comments (CO)

Protocol Deviations




1) Data Element Sources — Z;Core Element Set— 3) Terminology
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S e T i e Core Data Element Set Public Health

and IPS +



DOMAIN/CATEGORY:
IPS-Subject = CDISC-Demographics (DM)
Subject Characteristics (SC)

¥ Subject Characteristic /Demographic Item
% Subject Characteristic/Demographic Result
» Collection Date

Demographics/Subject Characteristics — Specific
Requested ltems:

Age
» Age Units
Birth Date
Gender/Sex*
Death
» Death Date
» Death Time
» Subject Death Flag

*Terms not precisely defined

IPS-Problem List = CDISC- Medication History (MH)**
Problem/Condition/Medical History Reported Term
Medical History Event Collection Date
Medical History Event Start Date
Medical History Event End Date
Hypertension
Diabetes
Chronic obstructive pulmonary disease
Alcohol Abuse
Drug Abuse
Allergy

IP&-History of Procedures = CDISG- Procedures (PR)
Name of Procedure
Precedure Start Date
Procedure Indication
Ongoing Procedure
Procedure End Date

DOMAIN/CATEGORY:

IPS Diagnostic Results= CDISC- Laboratory Results (LB)
Microbiology Results (MB); Body Systems Findings**

» Diagnostic/Laboratory/Micro Test Name

YVVVVVVVVVYVVYY

Diagnostic/Lab/Micro Result in Original Units Value
Diagnostic/Lab/Micro Original Units
Diagnostic/Lab/Micro Specimen Collection Date
Diagnostic/Lab/Micro Specimen Collection Time
Diagnostic/Lab/Micro Specimen Type
Diagnostic/Lab Fasting Status
Diagnostic/Lab/Micro Specimen/Reference ID

Lab Ref Range Lower Limit in Original Unit

Lab Ref Range Upper Limit in Original Unit
Diagnostic/Lab/Micro Specimen Collection Location
Diagnostic/Lab/Micro Method of Test/Exam
Microbiology Examination Detail

**Body Systems Findings each have specific domain with the same variables {e.g.,

CVTEST/CVORRES for Cardiovascular).

DOMAIN/CATEGORY:
IPS-Medication Summary = CDISC- Concomitant Meds (CM)

> Medication/Drug/Product Name
» Medication Start Date
* Medication End Date
» Dose
» Dose Units
Dose Form
Dose Frequency
Route of Administration
Medication Indication

IPS- Pregnancy status + history summary =

CDISC- Reproductive Findings (RP)

+ Pregnancy Status

* Reproductive Finding Name

+ Reproductive Result or Finding in Original Units

+ Reproductive Original Units

+ Reproductive System Finding Date
There are a number of discrete pregnancy related outcomes that
were mapped to CDISC SDTM since there were discrete data
elements in IPS (code system/codeflabel) available ~ potential
public health use case

Note: Items in black are prop

|PS-Social History = CDISC- Substance Use (SU)

PS-Vital Signs = CDISC- Vital Signs (VS)

Vital Signs Test Name

Vital Signs Date

Vital Signs Time

Vital Signs Result of Finding in Original Units
Vital Signs Original Units

Tobacco Use (Smoking Status)
Alcohol Use

Name of Substance
Never/Current/Former Usage
Substance Dose

Substance Dose Units
Substance Use Frequency
Substance Use Start Date
Substance Use End Date
Substance Use Duration
Substance Use Duration Unit

Allergies and Intolerances

[V} Start Date
End Date
Reaction
Manifestation
Severity

i
i
i
i

Adverse Event Term
a Adverse Event Start Date
u Ongoing Adverse Event
Adverse Event End Date
Adverse Event Severity
Serious Criteria Met
a AE Result in Death
u Death Date
AE Life Threatening
AE Hospitalization
AE Disability or Permanent Damage
AE Congenital Anomaly or Birth
Defect
v} AE Needs Intervention to Prevent
Im pairment
v} AE Other Serious Important Medical
Event
V] Action Taken with Study Treatment
1] Outcome
**Category Not in HL7 FHIR IPS IG
Essential to researchr likely not found in health care
records

DOMAIN/CATEGORY:
IPS-Data Element = CDISC- Healthcare Encounters (HO)

>

sed to add to IPS to support secondary use.




Title: General Medical History IPS Comp Cat CDISC Domain CDISC Variable CDISC Variable Label
Has the subject had any medical conditions or events? () Yes Reported Term for the Medical History;
. - Diabetes Problem List MH MHTERM; MHDECOD Dictionary-Derived Term
MHYN Mot Submitted Mo - -
NV codelists Reported Term for the Medical History;
wIW¥ coasl Hypertension Problem List MH MHTERM; MHDECOD Dictionary-Derived Term
Medical Hist Cat Reported Term for the Medical History;
edical fistory Lategory Chronic obstructive pulmor Problem List MH MHTERM; MHDECOD Dictionary-Derived Term
MHCAT Sponsor Defin¢ Reported Term for the Medical History;
Pre-populated Acute myocardial infarctior Problem List MHTERM; MHDECOD  |Dictionary-Derived Term
What is the medical condition or event identifier? i SDTM Variable(s) MedDRA MedDRA Preferred Term
[ MHSPID | Code
What is the medical condition or event term? Condition.code MHDECOD 10012601 |Diabetes mellitus
Condition.onsetDateTime MHSTDTC
I:Condltion.code MHTERM
Condition.code MHDECOD 10020772|Hypertension
Condition.onsetDateTime MHSTDTC
Start Date |: MHTERM
MHSTDAT LA Condition.code MHDECOD 10009033|Chronic obstructive pulmonary disease
) Condition.onsetDateTime MHSTDTC F
Is the medical condition ar event ongoing? ) Yes
Lzl e B MHENRFS MHEMRTPT O No

< NY codelist =

End Date

MHENDAT Q1= e

The question

For medical history, the term is as collected. It is then
standardized using MedDRA codes.

M ed |Ca| The answer

History




IPS
Category

CDISC
Domain

Data
Element

USCDI
v4.0 Data
Element

CDASHIG
Variable
Label

CDASHIG
Definition

SNOMED Cade- Question

SNOMED Cade.

CDASHIG Variable Label

CDASH
Question
Text

CDISC
Codelist

Codelist

Member ldentifier [Patient dentifier-
would link to the research subject in
blinded fashion at site level only known to Aunigue subject identifier within 2 site and | What [ishs a]the (study)
Subject oM Rlesearch Subject Identifier for the study No code No code investigator andteam| SUBJID Subject Identifier for the Study astudy. subjectiparticipant] identifier? [Subjest/P.
Subject oM Study Site d=ntifier Ca3081 No code No code A SITED Study Site Identfier A urique identifier for 3 ste within = study. | Whatis the she identifier? Site (Iderifier]
Identifier used to uniquely identify 2
subject across sl swidies for al
applications or submissions involing the
product. This must be a unique value, and
could be & compound idenifier formed by
Unique Subject Identifierforthe | coneatenatin whhat [ist as] the (StudylD)-(SitelD) (stucly)
Subject oM Research Lnique Subject Idenifier 65256 No code No code [Ty USUBJID Study STUDVID-SITED-SUBID. [subje ] identifier? ISTUCID-SITEI-SUBJID)
Subject ] Fiesearch Study Identiier Caa0a2 No code No code TR STUDID Study dentiier A unique identilier for 2 study. \hatis the study identifier? IFrotocoliStudy]
424124002 | Cunent chronalogical The age of the subject, expressedin
Subject oM ige C70381 (obsenvable entity) | No code bty AGE Age AGELL Whatisthe subject's age? Age
Urits of time routinely uzed 1o expiess the
Subject oM ige Lnits £50400 258707000 | year [qualifier value) || No code Ry AGEU Age Urits ageof apersan ‘hatis the age unit used? Age Unit CoaTal
The date of collection represented in an
unambiguous date farmat (¢.g.. 00-MON-
Subject oM O allestion Date caazd3 model No code Ry oMpAT e s Collection Date ) Whatis the date of collestion? Collestion Date
184100008 | ient sex (obseny Sex of the subject, as determined buthe
Subject oM Sex(Administrativelolinical use?) C28421 entity) | biological sex findin Sen SE Sex investigator. ‘hatis the sei of the subject? Sex LAATH
Azubject’s date of bith [with o withou the
tims of bith]. The camplate Date of Birth iz
made from the temporal companents of
184098003 | Date of birth (obsenvable Birth'r'ear, Birth Manth, Birth Day, and
Subject oM Binh Date caszi? antity) | No code Diste of Binth ERTHOAT Einh Date Biirth Time. Wwhatis the subject's date of binh? Eirth Dste
Diateftime of death for any subject wha
died, in 150 8607 farmat, Shauld represent
338753006 | Date of dealh the datshtime that is
Subject oM DeceasedDate C7450 sewvable entity) | No code Date of Death OTHOTE DatefTime of Death capturedin the clinical-tiial database. | 'What as the subject's dateftime of death? | Death Date
410515003 [Known present Indicates the subject died. Shouldbe 7"
18832008 | Patient status (qualifier value)| arrull. Should be populated svenwrhen
Subject oM o dFlag C117451 Geceased fiinding) | 410516002 |Know A OTHFL ubject Death Flag the death date is unknown Was the subject dead? ubject Death Flag L7
Dataincluded for individual patient
information; Physical Activity; Sexusl
363790008 | General Ohientation; Gender [dentity; Prefened
| 383789004 | General characteristic of | characteristic of appearance Languags: Occupation; Decupation Descriptive name of the subject
Subject |sc Subjest T 102320 ity) | ity) | Industry SCTEST |Subjecs ofinterest ‘hatis the subject of name? | [Subject C ic Testhame] | C102330
The date of collection representedin an
Subject Characteristic Callection | unambiguous date format(e. 9., O0-MO- | Whatw a the date the subject !
Subjest sC Subject Characteristic Collection Date | C3397 model No code. MiA SCOAT Date characteristios were sollected? Date m on
[This could b ueset, butno Pesult of the subject characteristic as
Subject 50 Subjest Characteristic Finding Yalue | L3107 indhidual code No code A SCORRES 5C Reesult o Finding in Criginal Linits | originally received or colleste: Whatis the subject characteristic? (Resul)
[This could be a value set, butna [SCTESTCOLSCORFE Riesult of the subject characteristios as
Subject sC Subjest Charasteristic Finding Yalue Uit L3400 indhidual code No code 1Y S 5C Fiesult or Finding in Criginal Linits | ariginally received or callested ‘hatis the subjeat's [SCTESTI? ISCTEST] Result
1003642006 | Past medical history | < 404684003 | Clinical finding | Problem (Condition, diagnosis, or reason Reported Teim for the Medical The reported o prespeciiied name of the | Whatis the medioal candition or event
c S Hioo s
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OPTION 1 OPTION 2
G A
(%) All codes available %) Defined, limited codelists

3 Allows clinicians to use any 3 Provides smaller, predefined set of
appropriate code terms and codes

3 IPS valuesets can be over 1000 3 Ensures researchers use consistent
terms terminology when designing study

3 SNOMED has browser tools to aid forms regardless of format

clinicians to identify the terms (and
codes) needed for clinical care

documentation
Supports flexibility for precise Promotes interoperability and
clinical documentation rigor required for clinical research
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Page standards status:

An International Batient Summary (IPS) document is an electronic health record extract contaning essential healthcare
information sbout a subject of eare. As specified in EN 17269 and 150 27268, it s designed for supporting the use ease
scenaric for ‘unplanned, cross border care’, bit i i not limited to it. It is intended to be intemational, i.e., to provide generic
salutions for global application beyond a parbcular region of country.

and canditi but still clinically

The IPS dataset is minimal and haustive; special
evant.

The IPS dacument is composed by a set of robust, well-defined and potentially reusable sets of core data items (indicated as
175 fibrary in the figure below). The tight focus of the 1°S on unplanned care is in this case not a limitation, but, on the
cantrary, facilitates their potential re-use beyond the IPS scope,

Figure 1: The IPS product and by-products.
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Core Harmonized Dataset

xShare IPS+ provides tools to implement the HL7 IPS for
clinical research and public health
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0.1.0 - ci-build 150
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; it is the continuous build for version 0.1.0 built by the FHIR (HL7®
m/hi7-eu/xshare-ips-plus/ 2 and changes regularly. See the Directory of

xShare Project [PS+, published by xShare Project. This guide is not an authorized publicati
FHIR® Standard) CI Build. This version Is based on the current content of
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W|” Sta.rt W|th I PS |PS+ Technical overview &

The technical domain describes the technical stack and the infrastructure required to support the use cases for SirsiDin
research of the IPS+ described in this IG.
« IPS+ adoption within use cases

+ GDPR compliance and information security

Viewpoint + Data quality

And use the

« Links to relevant information
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Business >/ Application |—>/ Data
{ 8

i
Technalogy

IPS+ as a guide
to enhance the
specification for
research

This includes:

+ IPS+ data elements and mapping specifications
+ Data and application flows for multiple research use cases

IPS+ Data
The overarching scope of the xShare [PS+ FHIR Implementation Guide is to provide implementers with additional support for leveraging the HL7 IPS and the
supporting documents available within this IG for clinical research and population health. It further builds on the HL? International Patient Summary Implementation
Guide 7. Although the IPS dataset is a "minimal, non-exhaustive set of data elements required for the international patient summary”, it forms a good basis for use in
research and public health. Tn order to be of use there, a number of recommended and optional categories will be considered as required.

The role of the core harmonized terminology, valuesets and codelist alignment, and the model-to-model mapping included in this scope ~FHIR to CDISC mapping of
1PS profiles, data element item to item map.
The content available for download includes:

« the xShare Core Harmonised Data Elements &,
« the IPS FHIR to CDISC SDTM Mapping Specifications for the HL7 IPS v1.1.0 to CDISC SDTMIG v3.4 for the following profiles:
Patient &,
o Condition &,
o Medication &,
© Medication Request &,

Tools in IPS+

Workflow to Trigger IPS+

Value set alignment




Use Cases

0

O«

O«

Study/protocol feasibility

Through federated queries on repositories of
IPS+ summaries, e.g. at hospital, regional or
national level

Potential study participation
Individuals explore potential clinical studies by
leveraging their up-to-date IPS+ health data
through a PHR via the xShare Yellow Button

Study support

Research question responses and eCRF filling

4\
xShare Project IPS+
$%/Share 010~ routd 150
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Home Table of Contents Business  Application Data Technology = Downloads About

Table of Contents ~ IPS+ Application overview

xShare Project IPS+, published by xShare Project. This guide is not an authorized publication; it is the continuous build for version 0.1.0 built by the FHIR (HL7®
FHIR® Standard) CI Build. This version is based on the current content of https://github.com/hI7-eu/xshare-ips-plus/  and changes regularly. See the Directory of
published versions

IPS+ Application overview

The application domain summarises the main business use cases for clinical research that can take advantage of
the future wide European adoption of the IPS+. The full details of these use cases are given in Analysis of business
use cases for use of EHRxF HIDs in clinical research, which the reader is encouraged to review before adopting the
specification presented here.

» Use Case 1: Study/protocol feasibility

+ Use Case 2: Individuals share data for
potential study participation

= Use Case 3; Study support - PHR/EHRs to
Study Database System or Electronic Data

Viewpoint Capture (EDC)

O s
Business
A A

™ Y
Data —> Technology
) )

\

The business use cases summarised below focus on clinical research. The design of IPS+ and the data specification reported here additionally support public health use
cases and use in tackling cross-border health threats.

Use Case 1: Study/protocol feasibility

The protocol designer composes a query taken from the eligibility (inclusion, exclusion) criteria for the trial, mapped from CDISC representation to the European
EHRxF format, for execution as federated queries on IPS+ health data repositories.

The aggregated candidate protocol eligibility criteria are used to discover the frequency distributions of potentially eligible participants across a network of hospitals
within one or multiple countries. It should be noted that this use case benefits from the anticipated consolidation by Member States of patient summaries and other
European EHRxF data obtained via the EHDS primary use services, but the reuse within this use case is not within the terms of the EHDS secondary use services, but
reuse in a conventional way if permitted by each Member State. A third-party Information and Communication Technology (ICT) platform company may facilitate this.
This enables the identification of favourable sites for study participant recruitment.

The Trigger: Multi-stakeholder endorsement of the xShare IPS+ specifications as correct, relevant, practical and useful for the future of healthcare, treatment
innovation and health systems sustainability. Note: unlike the use case below, individual patients are not consulted about or invelved in these data flows, as only
aggregated population level data is used.

Co-funded by
the European Union
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User Acceptance
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Accessibility & Usability for Healthcare Applications

Digital accessibility is an important aspect of the EU commitment to
inclusion of diversity and creating a'Union of f Njk 1 €2 a é {

All online services and digital information provided by public sector bodies
(including healthcare organizations) across the EU must be accessible to
all persons, regardless of ability, which is essential for an inclusive society
(with the d3& f Accessibility Dz njf N-aapplidalile since 2021).

0 Goal: Ensure digital health tools are usable, safe, and inclusive for all
patients and clinicians
- Co-funded by
the European Union




Why it matters

0

O«

O«

O«

O«

Patient safety : reduce errors and misinterpretation

Legal compliance : regulatory risk mitigation

Health equity : it includes older adults and people with disabilities
Poor usability : it causes missed care and abandonment

Business impact : lower support costs, higher adherence

Co-funded by
the European Union



EU legislation

O The dgveb Accessibility Directive dZWAD) obliges all EU public sector bodies
(including healthcare organizations) to make their online services, website
information and mobile apps accessible to all persons, regardless of ability .

O«

The dguropean Accessibility Act dZEAA) is applicable since 28 June 2025 . It
establishes common accessibility requirements for &3Uf A f ronliGeds
products and services to be accessible to persons with disabilites and
elderly people .

O«

The EAA requirements are complementary to the WAD in general terms.

O«

The main European standard supporting implementation of both directives

IS EN301549 .
- Co-funded by
the European Union




Core principles

0 Adopt POUR: Perceivable, Operable, Understandable, Robust
User-centered design, including research activities

Privacy and clinical safety by design and default

0 Better clinical outcomes

O¢ O«

People and contexts

O Diverse users: vision, hearing, motor, cognition, language, digital literacy

O Different care scenarios: clinic, bedside, emergency, home

0 Different technology contexts : connectivity bandwidth, number and type of
medical devices

0 Deliverable : 4B6 personas in the Business Use Case scenarios

Co-funded by
the European Union



User interface and experience specifications

0 Clear information hierarchy and necessary settings
Simplified workflows for time -critical tasks

0 Inline validation, error prevention, and recovery paths
0 Progressive disclosure for non-critical details

O«

Clinical safety requirements and usability

O Alert prioritization to reduce fatigue

0 Confirmations for high-risk actions, data or setting changes and
override logging

0 Avoid ambiguous labels (e.g.: medication and dosing flows)

(0) Co-funded by

Audit trails for traceability and incident review -

the European Union
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Technical Requirements
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Initiatives should follow as pes————
mUCh aS pOSSibIe the IPS+ Table of Contents  Home

Implementation Guide Home

é I P S+ re qul red fo r al I use Cases Official URL: http://hL7.eu/fhir/ig/xshare-ips-plus/InplementationGuide/hl7.eu.fhir.xshare-ips-plus Version: 0.1.0
. Draft as of 2025-10-14 Computable Name: XshareipsplusIg
3 Technology architecture for use
The specification herewith documented is a working specification. No liability can be inferred Contents:
from the use or misuse of this specification, or its consequences. o
cases BUC2, BUC3 and BUC10

% .

Scope

5

Technology Downloads About

This page is part of the xShare Project xShare Project IPS+ Implementation Guide (v0.1.0: QA Preview) based on FHIR (HL7® FHIR® Standard) R4. This is the
current published version. For a full list of available versions, see the Directory of published versions

+ How to read

é';) . . . This guide provides instructions to help you understand and implement your product in accordance with the xShare IPS+, facilitating in the access and adoption of
= Implementation Guide link: s
.

Purpose

https ://hl?_ eulfh ir/lg/XS har e-i pS-pl US/ This FHIR Implementation guide is designed to assist users in implementing the International Patient Summary for secondary data purposes, such as clinical research

and public health. The xShare specification informs the FHIR International Patient Summary and this is referred to as IPS+. The aim is to solve the existing challenge
created by the variability and semantic differences in health data. Addressing this issue successfully will help create a cunslstent and reliable health data system,
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TULE 1) based on FHIR R4(. This is the current published version. For a full list of

‘This page is part of the International Patient Summary Implementation Guide (v1.1.
available versions, see the Directory of publiched versio

xShare Project [PS+, published by xShare Project. This guide is not an authorized publication; it is th! continuous build for version 0.1.0 built by the FHIR (HL?®&
FHIR® Standard) CI Build. This version is based on the current content of ips-plus/t and changes regularly. See the Directory of
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International Patient Summary Implementation Guide

Official URL: Wetp:/ /17 org/ hir v/ 33/ Ymplescnt st emcuide /K17 frir_we ips Version: 1.1.0
16 Standards status; Trial-use [ Maturiy Lovet: 2 Computable Neme: InternatiomlPatientsumaryls Wll I Start Wlth I PS IPS+ Technical overview ¢
Page standards status: il The technical domain describes the technical stack and the infrastructure required to support the use cases for

- IPS+ Data
« IPS+ adoption within use cases

research of the IPS+ described in this 1G.

4n International Patient Summary (IPS) document is an electronic health record extract containing essential healthcare.
information about & subject of care. As specdied in EN 17268 and ISQ 27269, it s desgned for supporting the use case
seenario for ‘unplanned, cross border care’, but it is not hmited to it It is intended to be international, i.c., to provide generic | * Project Background

+ Purpose * GDPR compliance and information security

And use the Viswpolnt » Data quality

solutions for global application beyond a particular regien or country. « Project Scope.
The IPS dataset s minimal and . - — iy | = Felotionships with Other Projects and Guidelines . + Links to relevant information
relevant. ' « Baliot Status I PS d “Businoss T Duh this»

S + as a guiae (Businoss | Aopication | Technaloay

The IPS document is composed by a set of robust, well-defined and potentially reusable sets of core data items (indicated as
1PS brary in the figure below). The tight focus of the IPS on unplanned care is in this case not a limitation, but, on the
contrary, faciktates thesr potential re-use beyond the IPS scope.

—_—
1
Allsrgies fams | | Medications | | vaccinations | | “pesuts Procedures

IPS Library g

- Cross Version Analysis
+ Glabal Profiles

to enhance the i nctos:

+ IPS+ data elements and mapping specifications

Spe C if icat io n fo r « Data and application flows for multiple research use cases

- Authars and Contributors

Figure 1: The IPS product and by-products

research s+ Data
The overarching scope of the xShare IPS+ FHIR Implementation Guide is to provide implementers with additional support for leveraging the HL7 IPS and the
‘supporting documents available within this IG for clinical research and population heaith. It further builds on the HL? International Patient Summary Implementation
‘Guide 7. Although the IPS dataset is a "minimal, non-exhaustive set of data elements required for the international patient summary”, it forms a good basis for use in
research and public health. In order to be of use there, a number of recommended and optional categories will be considered as required.

The role of the core harmonized terminology, valuesets and codelist alignment, and the model-to-model mapping included in this scope ~FHIR to CDISC mapping of
IPS profiles, data element item to item map.

T

The content available for download includes:

+ the xShare Core Harmonised Data Elements &,

+ the IPS FHIR to CDISC SOTM Mapping Specifications for the HL7 IPS v1.1.0 to CDISC SDTMIG v3.4 for the following profiles:
Patient &,

o Condition &,

© Medication &,

© Medication Request

Tools in IPS+

FHIR to CDISC Map Core Harmonized Dataset Value set alignment Workflow to Trigger IPS+
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xShare Project IPS+
0.1.0 - ga-preview 150

Downloads About

Documents the
why of the IPS+
and use cases

Describes
the IPS+

Describes the
functionality for 3
use cases

Links to artefacts
for download

Describes in detail:

A 1PS+ structure (xShare
Core Harmonized Data
Elements), FHIR resources,
concept and value mapping

A Data flow diagrams for 3
use cases

A Links to relevant information
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IPS coisc Data NCit vfs%z:a COASHIG | coasnic
Category Domain Element C-Code . ens Definition

Element Label

N
@ Core Harmonized D ata ‘ xShare Core Harmonized Data Elements st ] e ][ Godelint ]

Elements

s

#] FHIR B CDISC SDTM mapping

(5

o Patient &,

for IPS + (example Observatlon o Condition &,

o Medication &,

o Medication Request Tab Toplc Description
Resu ItS Lab icati s I s E
o Medication Stateme Elements Original

This is the README for the initi { s y-uv-ips-v1.1.0 to SDTM LB generic spreadsheet.

http:/mi7. envation results-daboratory-uv-ps. html
Elements_IPS Generc Lab - SDTM Original IPS Spec to SDTM b SoTM
o Observation Resulte alt
terminology to match that domain.
o Procedures &, Lab Result Profie o SOTM Brief source to target FHIR toSDTM
. 2 " specificallly for the LB domain Lab result FHIR Path to SDTM using the LB dom:
o Diagnostic Report & 1PS Generic Lab Resultto SDTM Briefsource totarget FHIRtOSDTM |55 gthe"-
o Allergy and Intoller: providinga generic perspective [ domain” tab SOTM domain.
DISC SDTM
o Immunization &, Findings domain
i Do Finding
o the base R4 FHIR r¢ domain related to the specimen of the o
bservation. e observation of laboratory specimens.
Common Rules Rule or guidance that applies to all

E—)

%/ SNOMED, LOINC mappings - R e e

* resourceTypeConceptMap_CDISC_to_SNOMED.txt

(Su bsets) » resourceTypeConceptMap_LOINC_to_SNOMED.txt
+ resourceTypeConceptMap_SNOMED_to_CDISC.txt

» resourceTypeConceptMap_SNOMED_to_LOINC.txt - Co-funded by

the European Union




Use Cases

O«

Study/protocol feasibility

Through federated queries on repositories of
IPS+ summaries, e.g. at hospital, regional or
national level

Potential study participation
Individuals explore potential clinical studies by
leveraging their up-to-date IPS+ health data
through a PHR via the xShare Yellow Button

Study support

Research question responses and eCRF filling

2 .
| xShare Project IPS+
% Sha re 0.1.0 - ga-preview 150
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Home Tableof Contents Business  Application Data Technology Downloads  About

Table of Ci IPS+ ication overview

This page is part of the xShare Project xShare Project IPS+ Implementation Guide (v0.1.0: QA Preview) based on FHIR (HL7® FHIR® Standard) R4. This is the
current published version. For a full list of available versions, see the Directory of published versions

IPS+ Application overview

The application domain summarises the main business use cases for clinical research that can take advantage of

the future wide European adoption of the IPS+. The full details of these use cases are given in Analysis of business

use cases for use of EHRxF HIDs in clinical research, which the reader is encouraged to review before adopting the * Use Case 2: Individuals share data for

specification presented here. potential study participation

« Use Case 3: Study support - PHR/EHRs to
Study Database System or Electronic Data

Viewpoint Capture (EDC)

* Use Case 1: Study/protacol feasibility

~

' O
Tj—)LTschnolugy
J - J

The business use cases summarised below focus on clinical research. The design of IPS+ and the data specification reported here additionally support public health use
cases and use in tackling cross-border health threats.

( Business
-

Use Case 1: Study/protocol feasibility

The protocol designer composes a query taken from the eligibility (inclusion, exclusion) criteria for the trial, mapped from CDISC representation to the European
EHRxF format, for execution as federated queries on IPS+ health data repositories.

The aggregated candidate protocol eligibility criteria are used to discover the frequency distributions of potentially eligible participants across a network of hospitals
within one or multiple countries. It should be noted that this use case benefits from the anticipated consolidation by Member States of patient summaries and other
European EHRxF data obtained via the EHDS primary use services, but the reuse within this use case is not within the terms of the EHDS secondary use services, but
reuse in a conventional way if permitted by each Member State. A third-party Information and Communication Technology (ICT) platform company may facilitate this.
This enables the identification of favourable sites for study participant recruitment.

The Trigger: Multi-stakeholder endorsement of the xShare IPS+ specifications as correct, relevant, practical and useful for the future of healthcare, treatment
innovation and health systems sustainability. Note: unlike the use case below, individual patients are not consulted about or involved in these data flows, as only
aggregated population level data is used.

Co-funded by
the European Union
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Detailed use cases - data flows (1/3) %|Share

oD

EHR system
Hospital A

IPS+ data
@ transferred in FHIR format

B EHR Xchange Format

G
[
D Base Setu p The use cases described in the following paragraphs rely on the base setup as described in this simplified figure.

GP system

Regional/national EHDS
holding IPS+ data

PHR system
(yellow button)

(2

1. Subject approves electronic data sharing for research and
public health

2. IPS+ data is pushed frequently (preferably on daily basis) to
regional/national EHDS for subjects that approved
(Note that the limited IPS data is normally pushed frequently
on all patients, regardless of any research consent, because
the regional/national EHDS hub is going to be needed for other
healthcare purposes anyway.)

Co-funded by
the European Union
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Detailed use cases - data flows (2/3) [%|Share

E3 Study/protocol feasibility
(BUC?2)

A simplified flow noting the environments used is described in the following figure:

Regional/national EHDS Regional/national EHDS
With IPS+ data With IPS+ data
\QO\‘ 9/'9/
Regional/national EHDS 1. Study protocol y incliexcl criteria and
. i j with EHDS'
holdlng IPS+ data 2 EHDS !
EHDS with federated query
3. Interacting EHDS receives and consolidates the distribution of
ﬂ e potential study subjects across institutions in all
regions/countries
(Note that the i the il instituti
or a certain level of lion, will depend on i
Feasibility system Rtachcton) E—
a. EHDS sh: of potential study
o subjects across institutions (or less granular)

N

B EHR Xchange Format

Ed Individuals share data for potential
study participation (BUC3)

A simplified flow noting the environments used is described in the following figure:

Study matching solution
Holds inventory of ongoing and planned
studies with inclVexcl criteria and
participating sites

X,

EHR system
Hospital A

Regional/national EHDS 1. Subjects indicates interest in joining ongoing studies for a
. specific TA (pre-requisite: given approval for data sharing for
holding IPS+ data ressaich)
2. EHDS shares patient IPS+, interested TA and subject location
with study matching solution
0 e . List of studies and nearby participating centers is shared

. List of studies with the participating sites is passed through
. Subject grants authorisation to selected site to access
the health summary to enable pre-screening to occur

o sw

o

PHR system . Selected site receives health summary, including contact
details, for pre-screening for specific study

Co-funded by
the European Union
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_ A
Detailed use cases - data flows (3/3) (%)Share
Study support PHR/EHRs to Study Database Systems or EDC (BUC10)

%] Observational studies/registries %] Prospective clinical trials

A simplified flow noting the environments used in view of a RWE study is described in the following figure:
EHR system

Hospital A

Regional/national EHDS Regional/national EHDS
With IPS+ data With IPS+ data
(2N
w

Regional/national EHDS 1. Researcher shares study question and interested - - 1. Subject approves electronic data sharing for prospective trial X
holding IPS+ data ) regions/countries with "“m;:'}ﬂ EHDS" ) I Regional/national EHDS 2. EHR system checks approval of subject A on data sharing for
- y wi 8! study X
a EHDS with federsted ‘!“"‘;M PR IPS+ data 3. Regional/national EHDS confirms approval
(1) o " tha s coamtion P in FHIR format 4. IPS+ data is pushed to the study sponsor study database
4. Interacting EHDS shares response to study question o (Note that the IPS+ push ocours more than once and
incrementally, during the trial duration, so the sponsor
database is kept up tot date with relevant clinical data.)
Researcher
[ Rescarcher | PHR system
O Study Sponsor (yellow button)

m database O
[
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Overall technical considerations

1.

%] Open architecture
3 Preference for highest interoperability

\
(%] Security & GDPR

3 Security following https://hl7.org/ fhir /R4/ security.html
3 Preference for minimal (ideally none) patient data in persistent storage
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Adoption kit: xBundle for xShare IPS+ for research @Share

B EHR Xchange Format
- (SsiShare X-Bundle Regist < XpanDH
Link: https://x -bundles.ehr - gistry
exchange -format.eu/xb -
3/main.html xShare IPS+

xShare IPS+ for Secondary Use

Business Specifications

I—!plds references to:

r;“:l All use cases

‘%—J IPS+ implementation guide
‘_;0;1 IPS+ core data set

%) Base synthetic data

Application Specifications

Technical Specifications

()
ih
B¢
n Content Specifications
Q\

Tools

ama
I - Supporting material
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Demonstration
Jean-Sébastien Gosuin
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Who we are @Share

M EHR Xchange Formar

Curewiki Vito (We Are)

s Patient -first digital platform helping s Flemish RTO enabling secure data
citizens discover and pre -screen for exchange via the We Are datapod
clinical trials. platform from Vitalink, the regional EHR

s 38,740 patients and volunteers repository. o
supported s  Connector for structured vaccination and

s 5.83 million data points collected prescription data _

s Al-driven eligibility engine for 24,000+ s Handles granular, patient -controlled

European studies consent

Together we demonstrate real -world implementation of citizen -initiated data sharing under
EHDS standards.
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